FDA X, A< EBEMICHE CE 5L 5, ZOFRARM L TWET, Z OFRMNEIL
DI EEfESTWET, YR TIEIGERICEERFIRZEBUST 28 2T THETH
. BERRREEEEERR D L 9 ICIEfE, AE TR b DO TIEIRWZ ENRH D 9, KLED
IERRITREE IR T,

EXGER: £ FAEROFPHERICET SmiEHAA
HE

ErAEROD FDA BERZEMBEALES FSVA) OFHEERAIRETT L. EXNIEFT
NEBREE 2016 £ 9 AICHABENET .

CDERERAEHIFIDZ L A)LD FDA (TX HEFREM. HEETIL—T. E/RM, M. HhiEgs
S UEERDRH AR, FREZOMDFERFRE~ADT IO ) —FOEYMTY., COT7IHY
—FITESTHRESNDAID 2013 F 1 AICEABLFE L,

AV MIRBEUVNRTYYIEI—TFTo2T, DzEF—, BELvI a3y, BHDOERREE
RIEROFEEETAELOESAHBDICRITR--ERIZEZEZ T, FDA (X 2014 F£ 9 AIZHR
AERIREDHEBMERITLEL, BREBEX. FIA OBRZEMOEEZEZER S ELEN
5, TOREHRWEEERICE>TIYERMN., FR. M OPRMICHELZLSICTHAI VSN
F L1,

AADREIIHT 524 FMABHRIZZFTRS/IRTY v I24 0Ty FOIREMTHHH L L
BREICMA T, RRBUNEITORELHEOEADEREH >TVET . fIZE. 4¥TS54F
I—VOHEERANGREREEZRBRLEFBICEGIRBOER (ChoTRHH SR
NTWET) EHITERUENERRICMAONELT .

TRICEEGEEEIESFARZRLET,

1. BUTHIHRIE. BEIHMEVRIR—ADFHEERZELCERTEH A TLE
BIAILTEITTHCLENRETT, RAFTRZEUCEEICKLSBRTeHHEZE
BERLTWET :

o BESH: RVDRATY FIBEEDHEAMNT., CNIZIEERMEIETRTEELZLTEY
B, b, DENBEEERET LI ENABRETT, ChoDEEYIL. BAREL.
EFETICEASN, FLRERFLRE-OOERWEAICKYELET SAEENADY F
T (BRREEICHEEZRIZTTES)

o PHERE: FTHEEOLELGEETEZR/NMRICL. FLEFHTEHEERLET H1=HIC
NODARMNBLETY ., TNLICIEK, NI, BER7LULT Y, BEMEE, 8XUY
To2A4Fz—VERBEY) O—ILFENEENET,

1



2.

FHEEBEOEE L EE, REFAATFPHEESNRMTH DAIREMED H 5 RIEEE Z R
AT B-OICRBELGRTY TICEREEEZTLET,

0 EZHULY ChOOHER. FHEBRO—E LERFTERIET 510X TH A
LERTLET,

TRV VT EFHERICEYICERITSIAET . FIZIE. REKERRT 570D
MBTOLRADEZRYY VITRIERORENEEFN., EREFTER/NIRIZT S0
[CERSNDFHHFETOE=2) 0T (BIZEHORERFDER LVLH
2 LHERICTONETS,

0 REHBLEBE: BEFERNERICEZL/NEL, DESI-HEZ2 ALY —
[CHA L TBET AT YT TY, BREREICIFPHEEERRICES T2 REEDHA.
FEABXET SHREDORELD. MEDHLIEYOREETM. BEHMICEND
BAYRTLZEDTFHEBAEENT Y, BEHERFIXEICHREIND ZLEADE
T,

o WEE: CHhoDFEBIFHEEN —EBELTERINDRNTHDZLERIT D1
HIZHETY, TNLICEFHEENINRMICEEMZHI LFIEAIgETHSZ L.
MIE=AYDIDRE (FELIEIRBEDFIvY) LREFHENDKRIIRBE. E=
R ERERE (WEIIHE) #RIIT HFFMEHEATTHONT & LS BFEREE
WEESERNEENET,
HEREBELRET=_42 ) UV IIARLGRILESI T A, BR. ER. FHEEOM
B, BLUBERDBERLZEMVRATLIZETSBRIZOABEYITY, BIEE=4Y)
DO IE—BRMICIIREFRRATELIN-AFERROBFLENFHEEROLELREE
THHIBEITBLETT,

B OFEBE2OD2 4 TORBEEISERTHRIZHESATVEY, RIS

EEBSN-BREIFPHEERRUNOMRTEDHY FEA,

—REERE: hE—MRIZ. BTLEBELTLRL. RYOEE. SYIRE. 1Y
BHE (BEWMZEL) . FEE, ChoZzlAEhbELEREROMETITION G —F
HEOTTRESNIRIETY, COBDRSIFTHENCENRERENEZAEF (I
REL. L—XVEEH=HDT FODIEFECL—XVDEEPRTLGEDHLHENEH
BE/MIEBZTS>ARELHY FT,

HRBMNDREICLYSEKRAAD 1RI5] OEEMNMERL. JLGHEENOTTERS
NEREREY FHEYLE) OBEFLRIREZETCLEVSIEENEFNTUVET,
ERBRAUNEELREN OBV EZNET HETOS1EL BB [TEHTVET,



o ZHERBERIS ChIBREREVONE, OEBLUV  FHEAREIRET I —REE
EBICEFNLGVWEETYT, ZREHEBICL>TRE., af, F-IREEINHIEE
EEYMOREZMBT I—REEREBAFTD _REHRISEZHFET I ENVETY,

CHOZRFHBRIGEOERIT. UHNCFIRSGNDOBELALGSNEZERD., BHED R

51 DEEDNDTCRHEENEREEN—MMELTEFENS-HODLDTY, BBINEY
BEZEICMZ T, ZREFHREOHNEHICE, MITHISEFTN SETRHESN T
HNEFTVYDERBYBLVEFERELEFNET EXVRBEZHAL. mRY ./
HBEREBEDOREZFRALT, EDLHDFT v IYBEORFZETSIHE. TORGIEIZR
EBRIETY,

o EVMREMBATHN-—SNIEWMICETIERZETI —REELZRFHREIEZOD
RAZIEFT 5 ENBETT,

B ISAF 0TS LRKYREREAHY ., MZIEFABAFHESATIE
£

o ZORMANK. BE/MIBEENY TS F—VICAFIHOBELGEEYE LTHANS
NEEMEEMDEADIZOD ) RIR—RDY T4 F -0 TATSLEF DL
EEBHITTOEY., PHEEZRAVERZEOHEZITS. FLEBELGIGEICEIEKSY
T AHREENEHEZEEICKET SEE/MIERE. BEICHIT SIS TS Fz—2 70
T LEHOREREHY EFEA,

o BRAUTIHIERMERIT. FRITIERERAFAY TSIV —DNLDAZTEOTINS
& FREEABRAENTOWEWS TS5 A4 v—hA o —RYICHHEEZ(TIRDHEITERRIC
BREALEBDORRICAED L EHBTIEELHYVFET, BAFAV IS4 V—E B
MOBEEST. BEVRIEHZTSEMA, Y TSAV—NRIT+—I U REECEREER
LERICERICE >TRAESN=H T4V —TY, )

o HAIN-FEYHL. BEFLIIMOMIXZLGEDTNLUEOEMTHEEINLEZEE
(T, BRITFHEEZITI_ELZERSNFRA, BREERD [ GEBEh-FE
#) FEDHIZMIESh TGN CEZREICL, F-BELNHLIEDFHERIC
REYAEEICKOEREHEETNOMET A ENBETT,

o JO—N—FREAEELEOMOYTSAF—UBMIE. 754 V—RILES
ZIISCENTEFTA, JITMYBRIIZENSDEMIC L SBEEFHDORIENE %5
LRSS ENBETY,

o AARBIEBFEABMNY IS4 Fz—0 IO SLFRAICHEESNTOEIDOT, T34

Y—HEe FRAEGRRAFELEENREERAOLODTFHERZIRTI S ENREL
BAENCIE. BREZEY TS Fz—r TR S LEFEDIEBFEERSAEE A,

3



4. BEOEELRVEERNGOMESHEEUVAEESEHR (CGMP) (XHKETHF A TH
FEICEhTULET,

RIEFAIZIE, AA A RELTEUEGHRADEVFHEIIEENTLEEA,
HEEINFLEEDLURBEADLEI > EFIED—E X, BETIEIHEIATVET,

o BEMOHEE. I, 8FFLFIREZTIETOURRAERIILLDEY LS ToHNT:
BEBERITIPERZEZAI D CLEHIBIT HEENIVETT,

0 ZEDLSLGHRFERKX, V-V TREGEMOEE, NI, A%, FLEREICL
BRHE., I, BLrUO/FEERREHEHEODCENIVBETT ., TNELDREE
BlE. RXENRELFLENDEEMZECEMBFLLERRERDREIZONTD
EEZFEHENBETT,

o THEEICEAELERHKGEENHDHCLIZTEELESL,

CGMP X7 LILT U DIEEHEMEZRIRETHD I E VS RAIZH=S5 FDA DERIF.
RARWXECATEIATVET,

I~ B2

EXDIETHRERIERBRAETRBEMICHIz>TWET,

FHER (EFAERORESIC. RRFTOEE, MI. 8. FERESh-E
FRABSROTISMIEZ N Z - EMTFHH $100 BRE (1 T L THE) ) FTHEXE
ThHHdEETILHEOEVMZIRRS. 3 £/ 2016F1A1H) .

BEILNIEHOMRELGHIEE (COFHEERADOEEZSHS PN REMHRE
~DEBRREZHET H-OICIESFEREZER) 3 &

MER (BYICTHITHREREHRAN 500 ARBOER) 2 F
ZTOhoETORE: 1 £

Y ITSAFz—07a5SLDEFEIZODNVTODREREIFRITEOIESFATE

ZITMYBENDEET, TOY TS5 v—»HEt FFPHEBERUF-EEDRSERA
DHRRTHEWIES: 2 F

ZTHRY BENDMEET, TOHTS54v—hHE FFPHEBRAIFELIIEDRESERL
DHRRTHIEE: Y IS5AV—DZETIRAUNDIEFE RO ON=H, 2 FF=IE
6 nAH



ZITMYBRNPERTERS, TOY TSVt FFHEERAF-EENREE
BAOXHKRTHEMES: 18 » A

ZTEYERNDERTRLS, TOYTS54v—E FPHERBRAFTENR LY
RAIOHRTHAIEE: HYTIAV—HDZETIRAUANDIEFERDONT=R 6 »A

EEXR~DIRE

FDA FFED FEv I EEEEONDHA ¥ AXEEERITT -

BENMTEFHEE.
RIEE=42Y VY,
BT LILYT U,
A0 TH| EDAREE

Small Entity Compliance Guide (/NEZEIEFHA F) (F/MEEFHIXFHEEHLRA
IBSFDI=HICIAZRETHEHBALTLET,

AR & M EBEEILERICETLTVET, EALGICETEOYNEFENTT -

EXRD FSVA OEFEERITEXIET A-OIC. FHROPLDREZRETIBERRTEMER
WEB R Y b — EHERNIZERI,

e BB 709 S5 LEHEILT 51=8HD Food Safety Preventive Controls
Alliance (BT ELMFHEERSE) DB,

IEFUVFRERSE/NMRERERNITEICRIMENZRIET2E€T0I S LEEET
SEOORERFENEILIRSR - BREPREDEHN,

HHEROMULEHEE

Regulations. gov [insert docket #]

KL< HHEM-add link

FDA /R4 X204 -add |ink

FDA @ FSMA iRy bTO—2

http://www. fda. gov/Food/GuidanceRegulation/FSMA/ucm459719. htm



http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm284406.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm459719.htm

